Response to Office Action of June 14, 2007 
Application No. 08/960,557 
Electronically filed December 14, 2007 



REMARKS 

Status of the Application 

Claims 29-36 and 38-61 are currently pending. 

Specification Amendments 

Applicants have amended the "Related Patent Application" information section on page 1 
of the specification. Specifically, the prior recitation referred to the parent application, namely 
U.S. Application No. 08/814,974, but failed to include information regarding the prior 
applications fi-om which U.S. Application No. 08/814,974 claimed priority. No new matter has 
been added as a resuU of this amendment. 

Applicants have amended Table II, "Patient Study Lipid Profile Data", in order to correct 
typographical errors in the data. No new matter was added as a result of this amendment. 

Claim Amendments 

Claim 29 has been amended to recite that put the phrase "intermediate release" into the 
body of the claim. In addition, this claim has also been amended to remove the reference to the 
"dissolution curve similarity fit factor F2 of at least about 79". Moreover, this claim has also 
been amended to recite that the formulation comprises 1000 mg of nicotinic acid and a swelling 
agent. Support for "1000 mg of nicotinic acid" can be found in Table 9 on page 22. Support for 
the swelling agent can be found on page 24, beginning at line 16 - page 25, line 5. 

Claims 31, 33, 39, 43, 45 and 47-61 have been amended. Claims 62 and 63 are new. 
Support for claims 62 and 63 can be found on page 24, beginning at line 16 - page 25, line 5. 

No new matter has been added as a resuh of any of these amendments. 

Double Patenting 

Claims 29-36 and 38-61 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-13 of U.S. Patent No. 6,080,428; claims 1- 
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148 of U.S. Patent No. 6,129,920*; claims 1-30 of U.S. Patent No. 6,469,035; claims 1-16 of 
U.S. Patent No. 6,406,715; claims 1-21 of U.S. Patent No. 6,746,691; claims 1-28 of U.S. Patent 
No. 6,818,229; and claims 1-12 of U.S. Patent No. 7,01 1,848. Applicants respectfully traverse. 

Applicants wish to hold this rejection in abeyance until notification from the Examiner of 
allowable subject matter. Upon receipt of allowable subject matter. Applicants will take the 
necessary steps to remove this rejection. 

The Examiner also notes that claims 29-36 and 38-61 are directed to an invention that is 
not patentably distinct from claims 1-13 of U.S. Patent No. 6,080,428; claims 1-148 of U.S. 
Patent No. 6,129,930; claims 1-30 of U.S. Patent No. 6,469,035; claims 1-16 of U.S. Patent No. 
6,406,715; claims 1-21 of U.S. Patent No. 6,746,691; claims 1-28 of U.S. Patent No. 6,818,229; 
and claims 1-12 of U.S. Patent No. 7,01 1,848. The Examiner has asked Applicants to show that 
the above application is commonly owned with the above recited list of patents in order to 
preclude a rejection under 35 U.S.C. Section 103(a) in view of 35 U.S.C. Sections 102(e)-(g). 

Applicants submit that the above application and all of the above listed patents are 
commonly owned. Specifically, as shown in attached Exhibit A, the above application is 
assigned to Kos Pharmaceuticals, Inc. The cover pages for U.S. Patent Nos. 6,080,428, 
6,129,930 and 6,469,035 do not list an assignee. Exhibit B attached herewith is a copy of the US 
PTO assignment records, which shows that each of the above patents have been assigned to Kos 
Life Sciences, Inc. Applicants believe that this information is sufficient to respond to the 
Examiner's request. If the Examiner requires any additional information or has any questions 
regarding this matter, the Examiner is invited to contact the undersigned attorney. 

Claim Rejections - 35 U.S.C. Section 112. First Paragraph 

Claims 29-36 and 38-61 are rejected under 35 U.S.C. Section 1 12, first paragraph as 
failing to comply with the written description requirement. The Examiner says that the claims 
recite a method of treating cholesterol disorders with an intermediate release composition 
comprising nicotinic acid that exhibits a specific dissolution profile. According to the Examiner, 

' AppUcant beUeves that the Examiner is referring to 6,129,930 and that this is simply a typographical error. 
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"[A] careful review of the specification only reveals that while instant dissolution profile is 
achieved with a composition, which is manufactured by wet granulation of hydroxypropyl 
methylcellulose, povidone and stearic acid. However, the instant claims broadly encompass any 
pharmaceutical delivery system that renders the claimed dissolution, which are not described in 
the instant specification". Applicants respectfully traverse. 

As discussed in the MPEP Section 2163.04, the inquiry into whether the description 
requirement is met must be determined on a case-by-case basis and is a question of fact. 
Specifically, this section of the MPEP states: 

A description as filed is presumed to be adequate, unless or until sufficient 
evidence or reasoning to the contrary has been presented by the examiner to rebut 
the presumption. The examiner, therefore, must have a reasonable basis to 
challenge the adequacy of the written description. The examiner has the initial 
burden of presenting by a preponderance of evidence why a person skilled in the 
art would not recognize in an applicant's disclosure a description of the invention 
defined by the claims. Id 

Applicants respectfiilly submit that the Examiner has not met her burden of presenting by 
a preponderance of the evidence why a person skilled in the art would not recognize in 
Applicants' specification a description of the invention as defined by the claims as currently 
amended. Applicants submit that the specification provides an adequate written description that 
is commensurate with the scope of the claims. Specifically, claim 29, which is the only 
independent claim, has been amended to recite that the intermediate release formulation 
comprises 1000 mg of nicotinic acid and a swelling agent. The specification on page 24, 
beginning at line 16 - page 25, line 5 describes in detail the swelling agent that can be used to 
make the claimed formulation. A number of examples of swelling agents, such as 
carboxymethylcellulose, methylcellulose, waxes (such as bees wax), natural materials (like gums 
or gelatins) or mixtures thereof are provided. Thus, based on the above description contained in 
Applicants' specification, one skilled in the art would clearly recognize a description of the 
invention as defined by the currently pending claims. In view thereof, this rejection is now moot 
and should be withdrawn. 
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Claims 1-5, 17, 19 and 20 are rejected under 35 U.S.C. Section 1 12, first paragraph as not 
being enabled by the specification. The Examiner says that the specification is enabling for a 
method of treating cholesterol disorders with an intermediate release composition comprising 
nicotinic acid, which exhibits a specific dissolution profile manufactured by wet granulation of 
hydroxypropyl methylcellulose, povidone and stearic acid. However, the Examiner argues that 
the specification is not enabling for the claimed method using "any" pharmaceutical delivery 
system so as to achieve the claimed in vitro dissolution profile. Applicants respectfiiUy traverse. 

Claims 1-5, 17, 19 and 20 have all been canceled. Applicants wonder if the Examiner 
has made a typographical error and means to refer to claims 29-36 and 38-61 . Applicants will 
now address this rejection with respect to claims 29-36 and 38-61. 

As discussed in MPEP Section 2164.01, any analysis of whether a particular claim is 
supported by the disclosure in an application requires a determination of whether that disclosure, 
when filed, contained sufficient information regarding the subject matter of the claims as to 
enable one skilled in the pertinent art to make and use the claimed invention. In order to make 
an enablement rejection, the initial burden is on the Examiner to establish a reasonable basis to 
question the enablement provided for the claimed invention (See MPEP Section 2164.04; citing, 
In re Wright, 999 F.2d 1557, 1562, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993)). Moreover, 
according to MPEP Section 2164.04, a specification disclosure which contains a teaching of the 
manner and process of making and using an invention in terms which correspond in scope to 
those used in describing and defining the subject matter sought to be patented must be taken as 
being in compliance with the enablement requirement of 35 U.S.C. 1 12, first paragraph, unless 
there is a reason to doubt the objective truth of the statements contained therein which must be 
relied on for enabling support. 

Applicants submit that the Examiner has not met her burden to establish a reasonable 
basis to question the enablement of the claimed invention as currently amended. Applicants 
submit that the specification teaches one skilled in the art how to make and use the invention that 
is commensurate with the scope of the claims. Specifically, claim 29, which is the only 
independent claim, has been amended to recite that the intermediate release formulation 
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comprises 1000 mg of nicotinic acid and a swelling agent. The specification on page 24, 
beginning at line 16 - page 25, line 5 describes in detail the swelling agent that can be used to 
make the claimed formulation. A number of examples of swelling agents, such as 
carboxymethylcellulose, methylcellulose, waxes (such as bees wax), natural materials (like gums 
or gelatins) or mixtures thereof are provided. Additionally, Applicants disagree with the 
Examiner's assertion that the specification is only enabling for formulations containing povidone 
and stearic acid. Povidone and stearic acid are commonly used excipients that are routinely 
employed in pharmaceutical formulations. Specifically, it is known in the pharmaceutical arts 
that povidone functions as a binder and stearic acid functions as a lubricant. The use of these 
excipients in formulations does not affect the release rate of the active ingredient firom the 
formulation. Because excipients are routinely employed in pharmaceutical formulations, one 
skilled in the art would easily be able to select the appropriate excipients, such as a binder and a 
lubricant, for use in the formulations of the present invention to provide the claimed dissolution 
rate as recited in claim 1 without undue experimentation. Finally, the general experimental 
section of the specification, beginning on the bottom of page 25, provides a detailed description 
of how to make the claimed invention. Thus, the claimed invention is adequately enabled by the 
specification. In view thereof, this rejection is now moot and should be withdravra. 

Claim Rejections - 35 U.S.C. Section 102(b) 

Claims 29-36 and 38-61 are rejected under 35 U.S.C. Section 102(b) as being anticipated 
by U.S. Patent No. 5,268,181 to O'Neill et al. ('"181"). According to the Examiner, '181 
teaches a composition comprising niacin in the claimed amounts for treating hyperlipidemia. 
The Examiner says that the composition is administered in the evening, very similar to the 
present invention. The Examiner fiirther states that "'181 teaches the same delivery system as 
that described in the instant claims i.e., HPMC, magnesium stearate etc (see examples). While 
'181 does not mention the dissolution factors and profiles of instant claims, both '181 and instant 
claims are directed to the same method of treatment with the same composition and hence the 
claimed dissolution pattern is inherent to the composition of ' 1 81 ." Applicants respectfiiUy 
traverse. 
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As discussed previously herein, the "Related Patent Application" information on page 1 
of the above application has been amended reflect that priority of the present application is 
claimed back to U.S. Application No. 08/124,392 filed on September 20, 1993. Therefore, 
because U.S. Patent No. 5,268,181 issued on December 7, 1993, Applicants submit that this 
patent is not 35 U.S.C. Section 102(b) prior art. However, in anticipation of a possible 35 U.S.C. 
Section 102(e) rejection being made by the Examiner, Applicants herewith enclose a Declaration 
Under 37 CFR Sections 1 . 1 3 1 of David J. Bova (hereinafter "Bova Declaration"). Applicants 
successfiiUy removed U.S. Patent No. 5,268,181 as prior art in the parent, grandparent and sister 
cases with the Bova Declaration (hereinafter the "Original Bova Declaration"). 

The Examiner will note that in paragraph 2 of the Bova Declaration, reference is 
mistakenly made to the Office Action rejecting the above application under 35 U.S.C. Section 
102(e). AppUcants would also like to point out that certain paragraphs in the Bova Declaration 
reference results being disclosed in the "above-captioned application and in the parent 
application in Table 11" (See for example. Paragraph 5). Applicants would like to make it clear 
to the Examiner that while working on the Bova Declaration several enors in the data were 
found in Table II in the above-captioned application and in the parent application. The Table II 
marked "revised" in the attached Bova Declaration contains the corrected data (note: Applicants 
amended the Table II in the specification of the instant application as well.) Applicants would 
like to emphasize that the corrected data contained in "revised" Table II does not in any way 
affect any of the conclusions to be drawn in the above application or in any of the parent 
applications. 

In view of the submission of the Bova Declaration, Applicants submit that U.S. patent 
No. 5,268,181 is not prior art under 35 U.S.C. Sections 102(b) or 102(e). In view thereof, this 
rejection should be removed. 
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REQUEST FOR RECONSIDERATION 

Reconsideration and withdrawal of all claim rejections are respectfully requested. 
Applicants believe that the present application is in condition for allowance. Should the 
Examiner have any questions or would like to discuss any matters in connection with the present 
application, the Examiner is invited to contact the undersigned at (847) 935-7956. 



Respectfully submitted, 
Cefali, et al. 



ABBOTT LABORATORffiS 
Customer Number 23492 

Telephone: (847) 935-7956 
Facsimile: (847) 938-2623 



/Johanna M. Corbin/ 

Johanna M. Corbin 
Registration No. 51,582 
Attorney for Applicants 
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Correspondent: KOS PHARMACEUTICALS, INC. 
KAREN i. MESSICK 
1001 BRtCKELL BAY DRIVE 
2STH FLOOR 
MIAMI, FL 33131 

Assignment: 3 

Reel/Frame: oi7240/oii6 Recorded: ii/l8/2005 

Conveyance: ASSIGNMENT OF ASSIGNORS INTEREST (SEE DOCUMENT FOR DETAILS). 
Assignor: KQSJMABBACEHnCAlS,. INC 
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2200 H. COMMERCE PARKWAY, SUrTE 300 
WESTON, FLORIDA 33326 
Correspondent: KAREN BECHTOLD, ESQ. 

KOS PHARMACEUTICALS, INC. 
1 CEDAR BROOK DRIVE 
CRANBURY, NJ 08512 
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Page 1 on 



United States Patent and Trademark Office i^^^^Lw 

HomejStte index I Search | Guides | Contacts | eBusiness |eBlx alerts (News (Help ^^pP^^^ 

Assignments on the Web > Patent Query 

Patent Assignment Abstract of Title 

NOTE:RMSults display..only for issmd patents andpAiMUshed applicatiQns. 
Far pen ding or aban do ned app licati ons please consult USPTO sta ff. 

Total Assignments: 2 

Patent #: 6746691 Issue Dt: 06/08/2004 Application #: 08962424 Filing Dt: 10/31/1997 

Publication «: 2001001.4338 Pub Dt: 08/16/2001 
Inventon EUGENIO A. CEFAU 

Titles INTERMEDIATE RELEASE NICOTINIC ACID COMPOSmONS FOR TREATING HYPERUPIDEMIA HAVING UNIQUE 
BIOPHARMACEUnCAL CHARACTERISTICS 

Assignment; 1 

Reel/Frame: 005080/0033 Recorded: 04/03/1998 Pages: 3 

Conveyance: assignment of assignors interest (see document for details). 

Assignor: CEPAU. euqENlO. A. Exec Dt: 03/18/1998 

1001 SOUTH BAYSHORE DRIVE, SUITE 2502 
MIAMI, FLORIDA 33131 

Correspondent: jenkens 8t cilchrist, p.c. 

PETER J. MANSO 

1100 LOUISIANA, suite 1800 

HOUSTON, TEXAS 77002 

Assignment: 2 

Reel/ Frame: 0l724o/oi i6 Recorded: ii/iB/2005 Pages: 12 

Conveyance: ASSIGNMENT OF assignors interest (see document for details), 

ftOTlpn^p K Pp pHABMAceuncALS. I NC. Exec Dt: 08/01/2003 

Assignee: KQSJJEEJClENCESJtiC. 

2200 N. COMMERCE PARKWAY, SUITE 300 
WESTON, FLORIDA 33326 
Correspondont: KAREN BECHTOLO, ESQ. 

K05 PHARMACEUTICALS, INC 
1 CEDAR BROOK DRIVE 
CRANBURY, N] 08512 

Soardi Rnultt uoT. 12/192007 03:15 PM 
If you IMM any eommeiin or qustfoni coneetniro th« dala diplaywt. eoitlatt PRO / Artgnmenu at 571-272^350. vAO.l 
' web fnlet(Kalaitmodili«d: Apia 20. 2007 v.2.0.1 
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USPTO Assignments on the Web 



Page 1 ofl 



® 



United States Patent and Trademark Office 




^^^r Hame|SiteIndQx| Search | G uldes | Contacts | eBusiness | eBIs alerts | News (Help ^t^^i^^*^ 

Assignments on the Web > Patent Query 

Patent Assignment Abstract of Title 

NOTEiResultsjilsplay^ only for issued patents md_pubAsMl^^ 

For pending or abando ned appiicatio ns please consult USPTO staff . 

Total Assignments: 2 

Patent «: fiai&229 Issue Dt: u/16/2004 Application «: 08962027 Filing Dt: 10/31/1997 

inventors: davioj. bova, eugenio a. cefali 

Tjtie: intermediate release nicotinic acid cohpositjons for treating hyperlipidemia 
Assignment: 1 

Reel/Frame: QSmo/SiSli. Recorded: 04/03/i998 Pages: 3 

Conveyance: assignment OF ASSIGNORS interest (see document for details). 

Assignor CEFAU..EU.SENIQ A. Exec Db 03/18/1998 

Assignee: kos PHAnMACEuxicALS. inc. 

1001 SOUTH BAYSHORE DRIVE, SUITE 2502 
MIAMI, FLORIDA 33131 
Correspondent: 3ENKEHS & GILCHRIST, P.c. 



PETER J. MANSO 

1100 LOUISIANA, SUITE 1800 

HOUSTON, TX 77002 



Assignment: 2 
Reel/Frame: CI 
Conveyance: A! 
Assignor: Ki 
Assignee: K! 



QUUmxii Recorded: 11/18/2005 

ASSIGNMENT OF ASSIGNORS INTEREST (SEE DOCUMENT FOR DETAILS). 
K05 PHftRMftCEUIlCALS.INC. G 
KQSLUEE.S£I££I<:£S,.U1.C 
2200 N. COMMERCE PARKWAY, SUITE 300 
WESTON, FLORIDA 33326 
KAREN BECHTOLD, ESQ. 
K05 PHARMACEUTICALS, INC. 
1 CEDAR BROOK DRIVE 
CRANBURY, NI 08512 



Exec Dt: 06/01/2003 



Pages: 12 



Correspondent: 
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United States Patent and Trademark Office .js^^^S^ 

Home I site Index I Search | Guides | Contacts | eBusiness | cBiz alerts | News | Help 

Assignments on the Web > Patent Query 

Patent Assignment Abstract of Title 

NOTE:Results disfilay only for issued, ftatenl^. 9Jid publishe For 
pending or abandoned applications please cojisuft USPJQ staff. 

Total Assignments: 3 

Patent #: ZOmiB Issue Dtt 03/14/2006 Application #: 09470603 Filing Dts 12/22/1999 

inventon oavid j. Bova 

Title: NICOTINIC AaO COMPOSITIONS FOR TREATING HYPERUPIDEMIA AND RELATED METHODS THEREFOR 



Reel/Pramei 0122.40/0116 Recorded: 11/18/2005 Pages: 12 

Conveyance: ASSIGNMENT OF assignors INTEREST (SEE DOCUMENT FOR DETAILS). 

Exec Dt: 08/01/2003 

2200 N. COMMERCE PARKWAY, SUITE 300 
WESTON, FLORIDA 33326 
Correspondent: karen bechtold, esq. 

Kos pharmaceuticals, inc. 

1 CEDAR BROOK DRIVE 
CRANBURY, NJ 08512 

Assignment: 2 

Reel/Frame: Oi4563/oo5o Recorded: 10/03/2003 Pages: 3 

Conveyance! assignment of assignors interest (see document for details). 

Assignor: BQVA..DAVIQ Exec Dtt 09/06/2003 

1001 BRICKELL BAY DRIVE 
25TH FLOOR 
MIAMI, FLORIDA 33131 
Correspondent: KOS PHARMACEUTICALS, mc 
KAREN MESSICK, ESQ. 
1001 BRICKELL BAY DRIVE 
25TH FLOOR 
MIAMI, FL 38131 

Assignment: 3 

Reel/Frame: 0M6M«057 Recorded! os/07/2004 Pages: 4 

Conveyance: assignment of assignors interest (see document for details). 

Exec Ot: 04/30/2004 

CUTIE.ftWT>lPWYi. Exec Dt: 04/30/2004 

S,JNC. 
1001 BRICKELL BAY DRIVE 
25THaOOR 
MIAMI, FLORIDA 33131 

Correspondent: KOS pharmaceuticals, inc. 

KAREN MESSICK, ESQ. 

1001 BRICKELL BAY DRIVE, 2STH FLOOR 

MIAMI, FL 33131 
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